
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE" 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O.Box 1450 

Alexandria, Virginia 223 13-1 450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/049,404 



08/05/2002 



7590 



12/13/2005 

Steven J Hultquist 

Intellectual Property Technology Law 

PO Box 14329 

Research Triangle Park, NC 27709 



Michaela Amdt 



4121-135 



1053 



EXAMINER 



ART UNIT 



CROWDER, CHUN 

n 



PAPER NUMBER 



1644 

DATE MAILED: 12/13/2005 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 





Annti r^att n n Kin 
MppilCallOn HO. 


Mppiicani^s/ 




1 n/rvio ac\a 


ARNDT ET AL 


Office Action Summary 








Art Unit 






Chun Crowder 


1644 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 02/05/02 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) 12-14 and 1 7 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) S Claim(s) 1-11. 15. 16. and 18 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) M Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 > LJ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 
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Art Unit: 1644 

DETAILED ACTION 

Election/Restrictions 

1 . The instant application appears to be in sequence compliance for patent 
applications containing nucleotide sequence and/or amino acid sequence disclosures, 
except for the following: 

It does not appear that all of the sequences disclosed in the specification as filed 
are provided with the appropriate SEQ ID NOS. in compliance with the Sequence rules 
as set forth in 37 CFR 1 .821(d). 

For example, the Brief Description of the Drawings of Figure 1 in the instant 
specification does not appear to have SEQ ID NOs. 

Applicant is required to review the entire instant application for compliance with 
the Sequence Rules. 

2. Applicant's amendment, filed 02/05/02, has been entered. 

Claims 1-12 and 14 have been amended. 
Claims 15-18 have been added. 
Claims 1-18 are pending. 

3. It is noted that in the clean copy of all pending claims the claim number of claim 
one is missing. In addition, "CD30" in claim 1 is miss-spelled as "CD30" instead of using 
the number key "0". Appropriate correction is required. 
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4. It is noted that claims 1 2-1 4 and 1 7 are directed to the "use" of a Fv antibody 
construct. "Use" claims are non-statutory under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101 . See for example Ex parte Dunki , 153 USPQ 678 (Bd. App. 
1967) and Clinical Products. Ltd v. Brenner . 255 F. Supp. 131, 149 USPQ 475 
(D.D.C. 1966). See MPEP 2173.05(q). 

Therefore, claims 12-14 and 17 have been withdrawn from consideration as 
being drawn to non-statutory subject matter. 

5. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

I. Claims 1-6, and 15, drawn to a Fv antibody construct having binding site 
forCD16 and CD30. 

II. Claims 7-10, 16 and 18, drawn to an expression vector, a transformant 
and a method of producing the Fv antibody construct. 



III. Claim 1 1 , drawn to a kit. 
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It is noted that claim 1 1 appears to be an omnibus type claim (e.g. 
"according to the invention") and will be subject to a rejection under 35 
U.S.C. 112, second paragraph during prosecution. Appropriate correction is 
required. Also, given this recitation, the kit has been set forth into a separate 
group. 

6. The inventions listed as Group l-lll do not related to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

The invention of Group I was found to have no special technical feature that 
defined a contribution over the prior art Hartmann et al. (Blood, 1997, 89(6):2042-2047) 
(see entire document) in view of Holliger et al. (PNAS. 1993, 90:6444-6448) (see entire 
document). 

The special technical feature of the instant claims is drawn to a Fv antibody 
having binding sites for CD16 and CD30 receptors. 

Hartmann et al. teach that immunotherapy against refractory Hodgkin's disease 
using anti-CD16/CD30 bispecific antibody is able to induce complete or partial 
remission in patients (see entire document, especially Results on pages 2043-2044). 

The prior art differs from the instant claims by not describing Fv antibody 
construct. 

However, given the art known method to generate antibody fragments of interest 
for various purpose including immunodiagnosis and therapeutic modalities, as 
evidenced by Holliger et al (see entire document, especially page 6444); the ordinary 
artisan would have been motivated to make bispecific Fv antibody against CD16 and 
CD30 antigens for such purposes with an expectation of success at the time the 
invention was made. 
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From the teachings of the references, it was apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Since Applicant's inventions do not contribute a special technical feature when 
viewed over the prior art, they do not have a single inventive concept and so lack unity 
of invention. 

7. Applicant is advised that the response to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

8. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chun Crowder whose telephone number is (571) 272- 
8142. The examiner can normally be reached Monday through Friday from 8:30 am to 
5:00 pm. A message may be left on the examiner's voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Christina 
Chan can be reached on (571 ) 272-0841 . The fax number for the organization where 
this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/049,404 



Page 6 



Art Unit: 1644 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Chun Crowder, Ph.D. 
Patent Examiner 
December 7, 2005 



PHILLIP GAMSEL, PH.D 
PRIMARY EXAMINER 



